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Collaborating with consumer and community
representatives in health and medical research
in Australia: results from an evaluation
Janet M Payne1*, Heather A D’Antoine1, Kathryn E France1, Anne E McKenzie1,2, Nadine Henley3, Anne E Bartu4,
Elizabeth J Elliott5 and Carol Bower1
Abstract
Objective: To collaborate with consumer and community representatives in the Alcohol and Pregnancy Project from
2006-2008 http://www.ichr.uwa.edu.au/alcoholandpregnancy and evaluate researchers’ and consumer and
community representatives’ perceptions of the process, context and impact of consumer and community
participation in the project.
Methods: We formed two reference groups and sought consumer and community representatives’ perspectives
on all aspects of the project over a three year period. We developed an evaluation framework and asked consumer
and community representatives and researchers to complete a self-administered questionnaire at the end of the
project.
Results: Fifteen researchers (93.8%) and seven (53.8%) consumer and community representatives completed a
questionnaire. Most consumer and community representatives agreed that the process and context measures of
their participation had been achieved. Both researchers and consumer and community representatives identified
areas for improvement and offered suggestions how these could be improved for future research. Researchers
thought consumer and community participation contributed to project outputs and outcomes by enhancing
scientific and ethical standards, providing legitimacy and authority, and increasing the project’s credibility and
participation. They saw it was fundamental to the research process and acknowledged consumer and community
representatives for their excellent contribution. Consumer and community representatives were able to directly
influence decisions about the research. They thought that consumer and community participation had significant
influence on the success of project outputs and outcomes.
Conclusions: Consumer and community participation is an essential component of good research practice and
contributed to the Alcohol and Pregnancy Project by enhancing research processes, outputs and outcomes, and this
participation was valued by community and consumer representatives and researchers. The National Health and
Medical Research Council in Australia expects researchers to work in partnership and involve consumer and
community representatives in health and medical research, and to evaluate community and consumer
participation. It is important to demonstrate whether consumer and community participation makes a difference to
health and medical research.
Keywords: Consumer and community participation health and medical research, evaluation, Fetal Alcohol Spec-
trum Disorder, alcohol, impact
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Background
The World Health Organization stated in 1978 in the
Declaration of Alma-Ata that “people have the right and
duty to participate individually and collectively in the
planning and implementation of their health care [1]“.
The declaration contributed to the tenets of consumer
participation [2-4] in health care, health services and
health and medical research in the United Kingdom [5],
western European countries [6], North America [7,8]
and Australia [9]. In health and medical research, consu-
mer participation is considered morally [10-12] and
ethically correct practice [2]. It supports the advance-
ment of accountable, open and democratic [2,4,13-15]
involvement of citizens in publicly funded research
[10,12,14].
Consumers are reported to make an important contri-
bution to the quality of health and medical research
[2,4,10,13,16] through their experiential expertise that
complements the expertise of researchers [12,15], by
providing unique [2,11] and broader community per-
spectives [10,15,17], and drawing attention to issues of
which researchers may not be aware [11]. In the practi-
cal undertaking of health and medical research, consu-
mers may contribute to all aspects of research including
recruitment of research participants [16,18], improving
information that is provided to participants [18], aiding
the dissemination and implementation of results
[4,10,11,16], improving the uptake of research findings
[4,19], providing legitimacy for research [18], and
encouraging greater understanding of research in the
community [12]. Consumer participation in health and
medical research is often a policy directive [2] and a
requirement of funding organisations [20] but should
not only be practised for these reasons. Rather, it is an
essential component of good research practice [11,16].
However, there is little evidence of the impact of consu-
mer involvement in health and medical research
[12,18,21,22], or of instruments and frameworks for its
measurement [23]. A need for development of methods
of evaluation has been identified [2,4,24,25] and an
opportunity exists to develop robust and rigorous meth-
ods for evaluation of consumer participation in health
and medical research [18].
In Australia, the National Health and Medical
Research Council (NHMRC) has stated “To ensure the
integrity of health and medical research and account-
ability to the community, a researcher or research orga-
nisation must be able to fully justify any decision to
proceed without wider participation of consumers” [9].
The NHMRC is the statutory body that advises the
community and Government on standards of individual
and public health and funding of medical and public
health research and training, and develops guidelines
and standards for the ethical conduct of health and
medical research [9]. In 2001, it co-endorsed the State-
ment of Consumer and Community Participation in
Health and Medical Research [9] with the Consumers’
Health Forum, Australia’s peak non-government organi-
sation representing consumers on national health care
issues. In 2005 the NHMRC published A Model Frame-
work for Consumer and Community Participation in
Health and Medical Research [26] and a Resource Pack
for Consumer and Community Participation in Health
and Medical Research [27] that provided further gui-
dance to developing consumer and community partici-
pation (CCP) in research.
The NHMRC recognised the potential contribution of
consumers and their right to be involved in health and
medical research as equal partners in the development
of research goals, strategies, methodologies and dissemi-
nation of research that were “open to informed public
scrutiny and debate” and ensured “the integrity of
research and accountability to the community for the
quality of the research” [9]. The Statement declared that
consumer participation was the responsibility of both
researchers and consumers who were to be respectful of
each others’ knowledge and “ensure that ethical require-
ments are met, that there is value to the research” and
that “consumers and researchers share a vision of work-
ing in partnership based on understanding, respect and
shared commitment to research that will improve the
health of humankind” [9].
Health consumers have been defined as patients,
carers, service users, users, lay persons, clients, and citi-
zens [2,22,28-30]. In the context of research, the
NHMRC defined consumers not as participants in a
research study [26] but as health consumers, consumer
representatives and community members [9,26]. The
NHMRC’s description of consumers’ levels of participa-
tion were derived from Bastian [28] and explained in
terms of “none, manipulation, restricted scope, open
involvement and wide participation”. However, different
levels of consumer participation have been described
[2,16,22,28,31,32].
Recommendations in 1998 by the Health and Medical
Research Strategic Review (the Wills’ Report) [33] that
the community should be involved in the research
effort, and the awarding of a NHMRC Capacity Building
Grant in 2002 enabled the appointment of a consumer
research liaison officer jointly at the Telethon Institute
for Child Health Research (the Institute) and School of
Population Health at The University of Western Austra-
lia. In 2004 these two organisations commenced a pro-
gram to enhance and increase consumer participation in
their health and medical research that included the fol-
lowing components: employing a dedicated consumer
advocate (appointed in 2004); having a well developed
governance and policy framework for participation that
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included Consumer and Community Advisory Councils
at each organisation (endorsed and convened in 2004
[34,35]); budgeting in research grant applications for
participation activities; developing a range of best-prac-
tice models for consumer and community participation;
conducting training events relevant to participation for
researchers and consumer and community representa-
tives (CCRs); and arranging forums to bring researchers,
other professions and consumer and community mem-
bers together. In 2007, a book based on research invol-
ving consumers at the two institutions, titled Consumer
and Community Participation in Health and Medical
Research: A Practical Guide for Health and Medical
Research Organisations was published [32]. It outlined
ingredients for success in community and consumer
participation at an organisational level and in individual
research projects, using researchers’ experiences and
stories from consumers about their involvement in
research.
One of the principles included in the Institute’s Con-
sumer and Community Participation Policy states that
“Consumer and community participation, and the Insti-
tute’s support for participation will be evaluated in con-
sultation with consumers, community members and
researchers, and made available to the public” [35]. This
is in line with the NHMRC, which noted that “consu-
mer participation in research should also cover evalua-
tion of the participation in terms of positive social and
medical change” [9].
Before we commenced the Alcohol and Pregnancy
Project in 2006, we committed to collaborating with
CCRs in the research, not as a condition of funding, but
to comply with the NHMRC statement on consumer
participation in research [9], and to conduct good
research practice [11,16,36]. We anticipated that CCP
would add value to the research. The project involved
synthesising published material; conducting formative
research with health professionals [37] and Aboriginal
and non-Aboriginal women of childbearing age; devel-
oping educational resources about the prevention of
prenatal alcohol exposure and Fetal Alcohol Spectrum
Disorder; distributing the resources to over 3,000 health
professionals in Western Australia (Aboriginal health
workers, allied health professionals, community nurses,
general practitioners, obstetricians, and paediatricians);
and surveying these health professionals to evaluate the
project. At the end of the project we conducted a
further evaluation to answer the question: what were
researchers’ and CCRs’ perceptions of the process, con-
text and impact of CCP in the project. In this paper we
describe how we collaborated with CCRs and report the
results of this evaluation.
Methods
Establishing the Steering Committee for the Alcohol and
Pregnancy Project
A Steering Committee was responsible for research and
resource decisions essential to achieving the outputs and
outcomes of the Alcohol and Pregnancy Project. This
committee comprised 20 interdisciplinary researchers:
16 investigators, including the consumer research liaison
officer and the project manager; three project team
members and a representative of an Aboriginal research
network (three researchers did not continue to the end
of the project). This was the first time that the research-
ers involved in the project had collaborated formally
with CCRs in research.
Establishing consumer and community representation
We established two consumer and community reference
groups to provide a forum for participation and consul-
tation, and convey community perspectives and gui-
dance to enhance successful delivery of the project. The
consumer research liaison officer and researchers who
were also members of the Aboriginal community nomi-
nated the CCRs and advised us about setting up the
groups. According to their advice we set up an Aborigi-
nal Community Reference Group which only comprised
CCRs who were members of the Aboriginal community
because of the sensitivity of the topic of alcohol con-
sumption in pregnancy and the different issues faced by
Aboriginal and non-Aboriginal women. They also
advised us to omit ‘consumer’ from the name of the
Aboriginal Community Reference Group as other Abori-
ginal research projects had previously used the term
‘community refererence group’ [38], and to include a
male member in the Aboriginal Community Reference
Group as the topic of alcohol and pregnancy was of
concern to both women and men is the Aboriginal com-
munity. We also set up a Consumer and Community
Reference Group comprising non-Aboriginal members
of the community. Both groups had three CCRs who
were women of childbearing age because such women
would be the recipients of health professionals’ advice
about alcohol consumption in pregnancy.
We developed Terms of Reference using the NHMRC
Statement [9], Model Framework [26], and Resource
Pack [27], the Institute’s Consumer and Community
Participation Policy [35] and guidance from the consu-
mer research liaison officer. The Terms of Reference
(Appendix 1) comprised six statements about the level
of CCP [2,16,22,28,31,32] with an additional one for the
Aboriginal Community Reference Group pertaining to
the relationship between the project and cultural, spiri-
tual and social values of Aboriginal people, with respect
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for the richness and integrity of their cultural inheri-
tance [39] (Table 1).
Consumer and community participation in the project
The two groups met separately 12 times during the
three year project. Before participating in 2006, CCRs
were given verbal information and documents about the
project by researchers: Information for the Community
(Appendix 2), Project Summary (Appendix 3), and
Terms of Reference (Appendix 1). In 2008 they partici-
pated in training workshops conducted by the consumer
research liaison officer. Meetings were attended by three
researchers, including the project manager and another
researcher who chaired the meetings. An agenda and
notes from the previous meeting and supporting docu-
ments were circulated, the Terms of Reference were
reviewed at the beginning of each meeting and notes
were recorded. Reports on these meetings were provided
by the project manager to the Steering Committee.
CCRs were paid sitting fees to acknowledge their
contribution of time and out of pocket expenses.
Between meetings, they provided comments on docu-
ments that were circulated by email. As a result of a
recommendation of the project manager, CCRs became
part of the Steering Committee in the final year of the
project.
Consumer and community representatives’ contribution
to the project
In accordance with the Terms of Reference, CCRs
offered their perspectives on all aspects of the project
including attitudes of women toward alcohol use in
pregnancy and women’s expectations about information
and advice provided by health professionals about alco-
hol and pregnancy. CCRs also contributed their perspec-
tives and comments on:
(1) the development of documents during the forma-
tive research, including consent forms, information
sheets, topic guides for focus groups and in-depth
interviews;
Table 1 CCRs’ agreement with statements about CCP in the Alcohol and Pregnancy Project
Compliance with the project Terms of Reference - to provide comment and advice on: Agreementa with statement
(n = 7)
Agree Unsure Disagree
1. The relationship between the project, cultural, spiritual and social values with respect for the richness and
integrity of the cultural inheritance of Aboriginal peopleb
1SA, 2A
2. The management of data, publications, and the protection of individual and/or community identities during
the project c
1SA, 4A 1U
3. The methodology, conduct, dissemination of results and potential outcomes of the projectc 1SA, 5A
4. Alcohol use in pregnancy and how it was dealt with in a culturally sensitive way c 2SA, 4A
5. Project documents such as consent forms and participant information sheets, interview guides,
questionnaires and health promotion resources
3SA, 4A
6. The final report and draft reports and manuscripts before they were published in scientific journalsc 2SA,1A 3U
7. The preparation and development of summaries for the community and disseminationc 2SA, 3A 1D
Compliance with Telfords’ principles of successful consumer involvement:[46]
1. Roles of researchers were agreed between researchers and consumers 6A 1U
2. Researchers budgeted appropriately for the costs of consumer and community representatives 2SA, 2A 3U
3. Researchers respected the differing skills, knowledge and experience of consumer and community
representatives
4SA, 3A
4. Consumer and community representatives were offered training and personal support to enable them to be
involved in the research
1SA, 3A 3U
5. Researchers had the necessary skills to involve consumer and community representatives in the research
process
1SA, 5A 1U
6. Consumer and community representatives were involved in decisions about how participants were both
recruited and kept informed about the progress of the research
1SA, 5A 1U
7. Consumer and community representatives’ involvement was described in research reports 1SA, 4A 2U
8. The research findings were available to consumer and community representatives, in formats and language
that could be easily understood
1SA, 5A 1D
CCRs’ perceptions of their participation in the project:
1. Consumer and community representatives’ viewpoints were valued by the researchers 5SA, 2A
2. Consumer and community representatives’ contributions were recognised by the researchers 3SA, 4A
3. Consumer and community representatives’ participation added value to the project 5SA, 2A
a Possible options: Strongly agree (SA), agree (A), unsure (U), disagree (D), strongly disagree
b This Term of Reference was specifically for the Aboriginal Community Reference Group (n = 3)
c Respondent stated the question was not applicable
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(2) the educational resources for health professionals
(38 page booklet, a double-sided laminated fact sheet, a
wallet card for health professionals to give to women,
and a desk-top calendar with each monthly view dis-
playing the message No Alcohol in Pregnancy is the
Safest Choice);
(3) a questionnaire that was sent to health profes-
sionals to evaluate the project;
(4) research dissemination activities including
abstracts submitted for presenting at conferences,
PowerPoint presentations, recommendations for the
final report, recommendations to encourage sustainabil-
ity of the resources, and articles prepared for publication
in peer reviewed journals; and
(5) proposals for future research developed during the
three year project and involving research design and
planning, proposing research questions, questionnaire
development, data collection and grant applications.
Evaluating consumer and community participation
A search of the literature did not reveal a suitable form
of evaluation of CCP in health and medical research.
Various approaches to evaluation [2,3,13,16,22,30,40-46]
were then investigated and because a validated instru-
ment was not available, we developed a questionnaire to
assess the process, context, and impact of CCP in the
project. The two page self-administered questionnaire
for CCRs comprised 22 questions (including an addi-
tional question for the Aboriginal Community Reference
Group) with both open and closed response options
(strongly agree, agree, unsure, disagree, strongly dis-
agree, not applicable).
To address the process we assessed compliance with
the Terms of Reference that were agreed by CCRs and
researchers at the commencement of the project. We
sought agreement to six (seven for Aboriginal CCRs)
statements with closed response options (Table 1). To
address the context we assessed Telford’s [46] principles
of successful involvement in National Health Service
research (Table 1) by seeking agreement with eight
closed response options, and also three closed response
options about participation in the project (Table 1).
Assessment of the impact was based on Hanley’s [16]
briefing notes for researchers on evaluation. Four open-
ended questions addressed what difference CCP had
made to the project, what did and did not work well,
and what changes should be made for future projects
(Table 2).
The questionnaire and a copy of the Terms of Refer-
ence, a Project Summary and notes from the meetings
were sent to all the CCRs who had participated in the
project (n = 13) including those who attended as a
proxy (n = 4). In addition, the 16 researchers remaining
in the project, excluding the project manager who ana-
lysed the data, were asked to complete the four open-
ended questions. The questionnaires were returned to a
person who was not a researcher and de-identified so
the analysis could be conducted without awareness of
the identity of the respondent.
Responses from the closed response options were
tabulated (Table 1). Responses to CCRs’ and researchers’
open-ended questions were transcribed verbatim. Two
authors (JP and KF) independently developed a coding
guide, and together used a constant comparative method
[47] of qualitative analysis to generate, contrast and
define the categories.
Approval for the Alcohol and Pregnancy Project was
obtained from the Women’s and Children’s Health Ser-
vices Ethics Committee, the Western Australian Abori-
ginal Health Information Ethics Committee, and the
Edith Cowan University Human Research Ethics
Committee.
Results
Fifteen questionnaires (93.8% response) were completed
and returned from 16 researchers. Of the questionnaires
sent to eight members of the Aboriginal Community
Reference Group (four of whom had attended as a
proxy) and to five members of the Consumer and Com-
munity Reference Group, seven were returned
Table 2 Open-ended questions asked in the evaluation of researchers’ and CCRs’ perceptions of the impact of CCP in
the Alcohol and Pregnancy Project
Open-ended questions Researchers
n = 15 (%)
CCRs
n = 7 (%)
Responded Did not
respond
Responded Did not
respond
What difference do you think consumer and community participation make to the
project?
14 (93.3) 1 (6.7) 6 (85.7) 1 (14.3)
What was learned about consumer and community participation that worked well? 11 (73.3) 4 (26.7) 6 (85.7) 1 (14.3)
What was learned about consumer and community participation that did not work
well?
11 (73.3) 4 (26.7) 5 (71.4) 2 (28.6)
What changes in consumer and community participation can you suggest for future
projects?
13 (86.7) 2 (13.3) 6 (85.7) 1 (14.3)
Payne et al. Health Research Policy and Systems 2011, 9:18
http://www.health-policy-systems.com/content/9/1/18
Page 5 of 14
completed (53.8% response), three from members of the
Aboriginal Community Reference Group and four from
members of the Consumer and Community Reference
Group.
Regarding the process and context of CCP, the major-
ity of CCRs agreed that the research complied with the
project Terms of Reference and with Telford’s [46] eight
principles of successful consumer involvement in
research. The majority of CCRs also agreed that their
participation had added value to the project and that
researchers respected and valued their differing skills,
knowledge and experience (Table 1). Key findings from
the qualitative analysis of the four open-ended questions
are addressed below. Quotes have been selected for the
way in which they encapsulated the category and could
be incorporated into its description. Each participant
has a unique identifier (R1-15 for researchers and
CCR1-7 for CCRs) in order to indicate the range of
views expressed.
What difference did consumer and community
participation make to the project?
Scientific and ethical standards are enhanced through
allowing “hidden voices”
Researchers thought “the scientific and ethical standards
of the project (were) enhanced” [R5], and “that (CCP)
likely increased credibility of the project and participa-
tion” [R12]. They acknowledged a “good rounding of
consumer input with scientific/research fact” [R3] and
that CCP was “fundamental” [R15] to the research pro-
cess. Both researchers and CCRs appreciated the contri-
bution of “different perspective(s)” [CCR5] to the
project by the CCRs and the feedback that was pro-
vided, in particular, with regard to the “development of
project resources” [the educational resources for health
professionals] [R2]. Researchers pointed out that “allow-
ing hidden voices equal input validates and enriches
both data collected and outcomes” [R14] and that CCRs’
and researchers’ “collective perspective empowers the
study’s wholesomeness” [R13]. They thought “it was
good to hear the voice of real consumers” [R6].
CCRs also spoke of the value their involvement con-
tributed to the quality of the research, particularly in
terms of “ensur(ing) that the project researchers kept
the end consumer in mind through all stages” [CCR1].
They thought they offered “real life examples” [CCR3],
specifically by taking into account “cultural sensitivities”
[CCR4], “other demographics” [CCR6] and a variety of
situations and target groups that were appropriate for
the research.
Gave the project legitimacy and authority
CCRs believed “the involvement of the community had
(a) significant influence on the success of the project. It
provided the project legitimacy and authority” [CCR7].
They thought that obtaining realistic viewpoints from
CCRs made the project “more meaningful” [CCR6]
although this required time and effort. “While consumer
participation is time consuming and not core to the
research project this has been an example of how if the
time and effort is put in a rewarding outcome is the
result” [CCR1].
“Seek direction when tackling difficult issues”
Researchers appreciated being able to seek direction
when tackling difficult issues such as Fetal Alcohol
Spectrum Disorder and directly approaching the com-
munity with a message about the prevention of alcohol
consumption during pregnancy. They noted it was “very
important to have the input from consumers especially
for projects such as this where we are going directly to
the public with our messages” [R1] and that it “assists
when people raised concerns of stigmatisation or con-
tention” [R13]. CCRs’ participation in decision making
processes was “reassuring” [R10] for researchers and
confirmed that “the research team was not working in
isolation” [CCR7]. Researchers were left with positive
feelings about CCP. “Leaves behind good feelings about
research and anticipation for the next one” [R14].
What was learned about consumer and community
participation that worked well?
The high value placed on consumer and community
participation
CCRs referred to the importance of the “high value
placed on consumer participation” [CCR1]. They felt
valued, listened to, and were “very supported” [CCR1]
by the researchers. “The feeling was one of acceptance
by all persons present at each meeting” [CCR6]. They
perceived a “genuine desire for our participation and
contributions” [CCR1] and “a very warm grateful atti-
tude on behalf of the researchers towards we consumer
representatives” [CCR2]. CCRs felt that they were an
“important part of the project” [CCR2], and that they
influenced decisions. “The team ensured that represen-
tatives always felt valued and that this wasn’t a token
activity to satisfy the project requirement” [CCR1].
Respect for opinions and expertise
Researchers thought that CCP worked well in research.
They mentioned that “they should always be there” [R13]
as part of research and that “it DOES work well” [R1].
Researchers noted the importance of respecting the “opi-
nions and expertise” [R7] of CCRs and also of under-
standing that people’s “different situations.... can affect
their ability to contribute” [R11] and that “opinions may
differ considerably depending on experience” [R6].
Getting advice from people not looking at the project
through a research lens
Researchers were able to obtain advice from CCRs and
thought “it was important to get advice from people
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who were not looking at the project through a research
lens” [R10] and to “learn directly from them” [R1]. They
appreciated CCRs input into specific areas of research
and reciprocated by keeping CCRs informed about the
project and acknowledging their comments. CCRs
appreciated this and felt “it was instructive in that the
community had greater involvement in the research pro-
cess which had the effect of demystifying and providing
another view of research and researchers” [CCR7].
What was learned about community and consumer
participation that did not work well?
Structure of the meetings
CCRs commented on the time period of three months
between the reference group meetings and the lack of
continuity that made it difficult to remember details
from the previous meeting, “...because the gap between
meetings meant I forgot some of what I was told before”
[CCR1]. CCRs also noted that there was a “high learning
curve” [CCR1] and it was “difficult to initially feel com-
fortable about the subject matter and the research pro-
cess” [CCR1]. A contrasting view from a CCR was that
“I could have been given more executive tasks to do”
[CCR2]. Researchers also supported more frequent
meetings of the reference groups as “often the reporting
to the consumer reference groups was on a retrospective
basis and did not facilitate the involvement of the con-
sumer reference groups in key decisions” [CCR5].
What changes in consumer and community participation
can you suggest for future projects?
Build on the good work
Researchers and CCRs endorsed CCP in research.
Researchers thought it was important to “retain the
focus on community input” [R14], to “include (CCRs)
earlier in everything” and that “any way to increase their
participation is always good” [R2]. CCRs offered gui-
dance to researchers to include them earlier in future
projects and to continue to involve CCP in research.
“This process has achieved a lot in the relationships
between researchers and the community. I suggest that
they keep building on this good work” [CCP7].
Structure of the meetings
Both CCRs and researchers offered advice about con-
ducting meetings for future research. Researchers sug-
gested increasing the number of CCRs and to “allow
adequate time to update and brief new and recently
absent consumer and community reference group mem-
bers on project objectives and current activities” [R5].
CCRs proposed holding the initial few meetings closer
together and to “present in PowerPoint form a very
dumbed down explanation of the project and the pro-
blem its trying to solve” [CCR1]. Another view that was
generally agreed by CCRs and researchers for future
projects was that CCRs should become part of the
Steering Committee. “When the group was put in as
part of the steering committee this indicated the impor-
tance of consumer contributions” [CCR1] and “consu-
mer and community members could be part of the team
rather than a separate group” [R11].
“Enhance engagement with the project”
In future projects, researchers wanted to enhance CCRs’
engagement with the project so they “can see the differ-
ence they are making to the project” [R5]. It was sug-
gested that this could be achieved through developing a
formalised structure for feedback and informing CCRs
regularly how their involvement and suggestions were
incorporated in the project. CCRs offered guidance to
researchers to “ask consumers what are their opinions
on specific items frequently” [CCP4], advising against
the use of jargon and acronyms and suggesting work-
shops to disseminate information to the community.
Discussion
We have described our partnership with CCRs in health
and medical research and an evaluation that addressed
the process, context and impact of CCP. CCRs and
researchers thought CCP made a difference to the pro-
cess, outputs and outcomes of this research. CCRs
agreed that the research complied with the project
Terms of Reference and Telford’s [46] principles of suc-
cessful consumer involvement. Both consumers and
researchers agreed that CCP made a valuable contribu-
tion to the research and also identified areas for
improvement and offered suggestions for future
research.
Researchers thought CCP contributed to project out-
comes by enhancing scientific and ethical standards,
providing legitimacy and authority, and increasing the
project’s credibility and participation. They saw it was
fundamental to the research process and acknowledged
CCRs for their excellent contribution. CCRs thought
that CCP had significant influence on the success of
project outcomes and were able to directly influence
decisions about the research. Researchers acknowledged
their respect for CCRs’ opinions and expertise, and that
the process and outcomes of CCP in research worked
well. Both researchers and CCRs thought CCP was
essential for the development of the major output of the
project, the educational resources for health profes-
sionals about prevention of prenatal alcohol exposure
and Fetal Alcohol Spectrum Disorder. However,
researchers and CCRs reported some structural limita-
tions of the reference group meetings and also made
positive suggestions how these could be improved for
future projects. Notwithstanding this, they both strongly
supported CCP and the earlier inclusion of CCRs in
future research.
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We believe that these qualitative and quantitative data
show that CCRs and researchers achieved the NHMRC
requirements [9] for CCP in health and medical
research to: (1) open the project to public scrutiny - by
getting advice from people not looking at the project
through a research lens; (2) involve CCRs as equal part-
ners in the research - by placing a high value on CCP,
and agreeing and complying with the project Terms of
Reference; (3) be respectful of each others’ knowledge -
by respecting CCRs’ opinions, knowledge and expertise;
(4) ensure ethical requirements are met - by enhancing
ethical standards through allowing “hidden voices"; (5)
ensure integrity and accountability to the community
for the quality of the research - by giving the project
legitimacy and authority; and (6) add value to the
research - by CCRs commenting and advising on all
aspects of the project and researchers seeking direction
when tackling difficult issues.
It may appear that we had a poor response from CCRs
to the questionnaire because only seven of 13 question-
naires distributed were completed and returned. To be
inclusive, we sent the questionnaire to all CCRs who
had ever attended a meeting, and in so doing, consid-
ered that CCRs who had attended only one or very few
meetings as a proxy may not respond. This would
reduce the response rate, although we are not certain
whether this occurred as the data were de-identified
before reporting. Although the numbers involved in this
evaluation are small, we believe the results are informa-
tive and worthy of reporting. It is likely that future eva-
luations from similar research projects may also be
based on small numbers. It is important to build a cul-
ture of continuous quality improvement [48]; to evaluate
whether CCP makes a difference and improves the pro-
cess, outputs and outcomes of research; to apply the les-
sons learned in future projects; and make this
information available to other researchers and CCRs.
Our research partnership with CCRs required addi-
tional use of research resources and personnel including
time for researchers to plan, coordinate and manage
processes involving communication, meeting procedures
and provision of documentation. A sufficient budget is
also needed for sitting fees and refreshments, note tak-
ing, venue and parking. We were fortunate to have
administrative support for meetings and note taking, a
venue for meetings and parking provided by the Insti-
tute at no additional cost. It is important to allow for
these resource costs when planning CCP so that the
research is high quality and achieved within the project
time frame and budget. We believe our research part-
nership with CCRs benefited by being conducted at an
organisation that enabled participation through its Con-
sumer and Community Advisory Council and consumer
research liaison officer. Because there was leadership
and commitment at an organisational level we received
valuable support from the consumer research liaison
officer when developing our proposal for participation
and throughout the project. A national survey of
research funders and research organisations conducted
in Australia in 2008-2009 confirmed that it is important
to have a person within a research organisation who has
skills and commitment to facilitating CCP [36], but dis-
appointingly, reported that only 43% of research organi-
sations had policies and/or protocols requiring
consumer involvement [36].
Although the NHMRC asserts that CCP should be
evaluated in terms of “positive social and medical
change” [9] there is limited guidance on how to do this
and we did not locate a suitable form of evaluation in
the literature. In the context of this project we were not
able to conduct a randomised controlled trial to provide
a high level of evidence and realise that these results
may not be generalisable to other research. Nonetheless,
a strength of our evaluation is that much of it was
based on methods published by leading authors on CCP
[16]. It has been proposed that the right conditions (the
context) and explicit conduct (the process) need to be
in place for CCP to have beneficial impact in health and
medical research [23]. This is supported by the results
of our evaluation. In future projects, we would conduct
a similar evaluation on a yearly basis of the process,
context and impact of CCP with researchers and CCRs
and make changes if they were required [49]. In addi-
tion, we would record how CCRs’ involvement and per-
spectives were incorporated in the project, and if they
were not, the reasons why. Researchers and CCRs could
then see where CCP had made a difference to the
project.
Conclusion
We have provided practical guidance on how we colla-
borated with CCRs in a health and medical research
project. We designed and conducted an evaluation to
answer the research question ‘what were researchers’
and CCRs’ perceptions of the process, context and
impact of CCP in the project’. Our evaluation frame-
work may add to the limited evidence [2,4,18,24,25] of
methods of evaluation and contribute to the develop-
ment of robust, rigorous and validated methods of eva-
luation of CCP in health and medical research. By
describing our experience and presenting researchers’
and CCRs’ perceptions of the process, context and
impact of CCP in the Alcohol and Pregnancy Project we
hope to encourage other health and medical research
organisations to become involved with consumers and
the community in research [36]. Finally, we conclude
that CCP in health and medical research is an essential
component of good research practice [11,16] and
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contributed to the Alcohol and Pregnancy Project http://
www.ichr.uwa.edu.au/alcoholandpregnancyby enhancing
research processes, outputs and outcomes, and that this
participation was valued by CCRs and researchers. The
NHMRC in Australia expects researchers to work in
partnership and involve CCRs in health and medical
research, and to evaluate CCP. It is important to
demonstrate whether CCP makes a difference to health
and medical research.
Appendix 1: Alcohol and Pregnancy Project:
Terms of Reference for the Consumer and
Community Reference Group
1. The Role of the Consumer and Community Reference
Group
The role of the Consumer and Community Reference
Group is to provide a consumer/community perspective
on all activities of the Alcohol and Pregnancy Project.
Because of the cultural sensitivity of the topic of alcohol
consumption in pregnancy and the different issues for
Aboriginal and non-Aboriginal women there will be an
Aboriginal Community Reference Group for Aboriginal
women and a Consumer and Community Reference
Group for non-Aboriginal women.
2. Accountability
The Consumer and Community Reference Group will
report to the Alcohol and Pregnancy Project Steering
Committee through the Project Manager.
3. Membership
Membership of the Consumer and Community Refer-
ence Group will comprise:
• Three members of the general community who are
not project investigators
Research Support for the Consumer and Community
Reference Group:
• Ms Heather D’Antoine, Chairperson, Telethon Insti-
tute for Child Health Research, WA;
• Ms Anne McKenzie, Telethon Institute for Child
Health Research, WA;
• Ms Jan Payne, Project Manager, Telethon Institute
for Child Health Research, WA; and
• Ms Helen Daley, Administrative Secretary, Telethon
Institute for Child Health Research, WA.
3.1 Meetings
The Consumer and Community Reference Group shall
meet on dates to be decided on the first Wednesday of
the month, or at other agreed times, not less than four
times per year.
3.2. Quorum
A minimum of two Consumer and Community Refer-
ence Group members and two Research Support
members (one of whom is Aboriginal) is required for
the meeting to be recognised as an authorised meeting.
3.3. Payment
An honorarium will be paid to Members of the Consu-
mer and Community Reference Group (excluding mem-
bers who provide Research Support) to acknowledge
their contribution of time and out of pocket expenses.
3.4 Method of Appointment
The Steering Committee shall appoint three community
members to the Consumer and Community Reference
Group following advice from the Health Consumers’
Council in Western Australia.
3.5 Term of Appointment
Members of the Consumer and Community Reference
Group will be appointed for a two year term. Members
may be re-appointed at the end of the term.
3.6 Chairperson
The Chairperson, Ms Heather D’Antoine shall convene
the Consumer and Community Reference Group meet-
ings. If she is not available she will nominate a person
responsible for convening and conducting that meeting.
3.7 Agenda Items
All agenda items must be forwarded to the Chairperson
by close of business on the Friday before the next
scheduled meeting. The agenda with attached meeting
papers will be distributed on the Monday before to the
next scheduled meeting.
3.8 Notes and Meeting Papers
The notes of each Consumer and Community Reference
Group meeting will be prepared by Ms Helen Daley,
Administrative Secretary. Full copies of the notes,
including attachments, shall be provided to all members
no later than the Friday following each meeting. By
agreement with the Group, out-of-session decisions will
be deemed acceptable. Where agreed, all out-of-session
decisions shall be recorded in the notes of the next
scheduled Consumer and Community Reference Group.
4. Terms of Reference
To provide the Project Steering Committee with com-
ment and advice on:
• The management of data, publications, and the pro-
tection of individual and/or community identities during
the project;
• The methodology, conduct, dissemination of results
and potential outcomes of the project;
• Alcohol use in pregnancy and how it is dealt with in
a culturally sensitive way;
• Project documents such as consent forms and parti-
cipant information sheets, interview guides, question-
naires and health promotion resources;
• The final report and draft reports and manuscripts
before they are published in scientific journals, and
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• The preparation and development of summaries for
the community and dissemination.
5. Values Underpinning the Terms of Reference
The Consumer and Community Reference Group Terms
of Reference are underpinned by the National Health
and Medical Research Council. A Model Framework for
Consumer and Community Participation in Health and
Medical Research, Canberra: Australian Government;
2005.
Appendix 2: Alcohol and Pregnancy Project:
Information for the Community
Fetal Alcohol Spectrum Disorder (FASD) describes a
range of effects that can occur in an individual whose
mother drank alcohol during pregnancy. The effects may
include physical, mental, behavioural, and/or learning
disabilities with possible lifelong effects. Fetal Alcohol
Syndrome (FAS) represents the severe end of the range
of abnormalities resulting from alcohol use in pregnancy.
Western Australian (WA) data show that Aboriginal
children are over 100 times more likely to be diagnosed
with FAS. Alcohol use in pregnancy and its effects, and
FAS in particular, have received limited attention in
Australia.
The Alcohol and Pregnancy Project is funded by
Healthway for three years and builds on our previous
research where we identified that health professionals’
lack knowledge about the diagnosis of FAS. Most health
professionals do not enquire about or provide women
with information on the consequences of alcohol use
during pregnancy, and most reported their need for
educational resources such as written material for them-
selves and for distribution to clients.
The objectives of the Alcohol and Pregnancy Project
are:
1. To provide health professionals in WA with educa-
tional resources for advising women on alcohol use dur-
ing pregnancy and its effects;
2. To provide health professionals in WA with educa-
tional resources that can be given out to women to sup-
plement advice on alcohol use in pregnancy and its
effects; and
3. To increase the proportion of health professionals
in WA who:
a. routinely ask pregnant women about alcohol use;
and
b. routinely provide women with information about
the consequences of drinking alcohol during
pregnancy.
Consultation and participation with consumers and
the community is an important part of this project and
Reference Groups will be set up with agreed terms of
reference. In addition, focus groups will also be held
with women in the community to guide the develop-
ment of the educational resources.
Some of the expected benefits from this project
include:
1. Providing communities and individuals with an
accessible resource that is not currently available;
2. Providing links to a 24-hour information and clini-
cal advisory service;
3. Providing a register of specialists who can be con-
tacted about the effects of alcohol in pregnancy;
4. Producing results which will benefit Australian pol-
icy makers by providing them with the evidence with
which to review policies and guidelines about alcohol
use in pregnancy and its effects.
Dissemination of research findings is a major priority
of this project. Summaries for the community, newslet-
ters, and articles for journals will be produced and made
available to the public via a website. The findings will be
distributed to government and non-government agencies
to inform health policy and practice.
For further information about the Alcohol and Preg-
nancy Project, or for a copy of the paper from our pre-
vious research, please contact: Ms Jan Payne, Telethon
Institute for Child Health Research, phone (08) 9489
7777, email janp@ichr.uwa.edu.au
Appendix 3: Alcohol and Pregnancy Project:
Project Summary
Background
Fetal Alcohol Spectrum Disorder (FASD) describes a
range of effects that can occur in an individual whose
mother drank alcohol during pregnancy. The effects
may include physical, mental, behavioural, and/or learn-
ing disabilities with possible lifelong implications. Fetal
Alcohol Syndrome (FAS) represents the severe end of
the spectrum of abnormalities resulting from alcohol
exposure in pregnancy. Western Australian (WA) data
show that Aboriginal children are over 100 times more
likely to be diagnosed with FAS. Alcohol use in preg-
nancy and its effects, and FAS in particular, have
received limited attention in Australia. Many health pro-
fessionals are not well prepared to provide guidance to
women about alcohol use and its effects in pregnancy
and FAS.
This proposal builds our previous research Fetal Alco-
hol Syndrome in Australia (Healthway project 10563;
WA Aboriginal Health Information Ethics Committee
reference 66-3/02; Princess Margaret Hospital registra-
tion 533/EP and 676/EP) where we conducted Australia-
wide surveillance of FAS, and surveys of WA health
professionals’ knowledge, beliefs and practices in rela-
tion to alcohol use in pregnancy and FAS. The health
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professionals included Aboriginal health workers, allied
health professionals, community nurses, general practi-
tioners, obstetricians and paediatricians. We identified
that health professionals lack knowledge about diagnosis
and management of FAS, and about alcohol use during
pregnancy, and the National Health and Medical
Research Council (NHMRC) guidelines regarding alco-
hol use in pregnancy. Health professionals reported
their need for educational resources such as written
material for themselves and for distribution to clients,
checklists (FAS diagnostic criteria and alcohol use in
pregnancy), training, and a registry of specialists and
referral resources.
Objectives
The objectives of this research are:
1. To provide health professionals in WA with educa-
tional resources for advising women on alcohol use dur-
ing pregnancy and its effects;
2. To provide health professionals in WA with educa-
tional resources that can be given out to women to sup-
plement advice on alcohol use in pregnancy and its
effects; and
3. To increase the proportion of health professionals
in WA who routinely ask pregnant women about alco-
hol use, and who routinely provide women with infor-
mation about the consequences of drinking alcohol
during pregnancy.
Research Plan
This research will be conducted from 2006-2008 and is
funded by Healthway. Health professionals in WA will
be provided with educational resources for advising
women and for giving to women to supplement advice
on alcohol use during pregnancy and its effects on the
fetus and child. To develop the resources we will
synthesise international and Australian published mate-
rial and collaborate with experts in the field (WA Abori-
ginal Community Controlled Health Organisations,
professional colleges, state and federal health organisa-
tions). We will conduct focus groups and in-depth inter-
views in metropolitan and regional areas of WA with
Aboriginal and non-Aboriginal community members
and health professionals to explore issues relating to the
communication of information on alcohol use in preg-
nancy and its effects on the fetus and child. An Aborigi-
nal person will be trained in focus group facilitation and
will conduct focus groups for Aboriginal community
members and health professionals. The educational
resources will be developed, pre-tested and amended
before distribution to health professionals throughout
WA. We anticipate the educational resources will
include information on preventing Fetal Alcohol
Syndrome, screening for alcohol use in pregnancy, diag-
nosing and treating Fetal Alcohol Syndrome, and
imparting information without causing guilt or stigma
to pregnant women and those of childbearing age. We
will also provide links to a 24-hour information and
clinical advisory service and establish a register of spe-
cialists (who can be contacted about the effects of alco-
hol use in pregnancy) for use by health professionals
and the community. After distribution of the educa-
tional resources we will conduct a survey of health pro-
fessionals using similar methods to the recent research
titled Fetal Alcohol Syndrome in Australia. We will eval-
uate whether there has been an increase in the propor-
tion of health professionals who routinely ask and
provide information to pregnant women about the con-
sequences of drinking alcohol in pregnancy. We will
also evaluate the public health impact of the effective-
ness of the research.
Risks and benefits of the research
1. This research undertakes to do no harm to partici-
pants or contributors and no unintended consequences
are expected to arise from or after this research. An
information sheet outlining the topic of alcohol in preg-
nancy will have been read by participants of focus
groups and in-depth interviews (and informed consent
obtained) but it is possible that the topic of alcohol use
in pregnancy may cause anxiety or raise concern in
some participants. The investigators will ensure that
appropriate services such as counselling are available for
participants (should the need arise) before the focus
groups and in-depth interviews are commenced.
2. Community members who volunteer to participate
in focus groups in metropolitan and regional areas of
WA will benefit from knowing they have made a valu-
able contribution to research aimed at preventing harm
to individuals who were exposed to alcohol during
pregnancy.
3. Health professionals will benefit from being pro-
vided with educational resources that will increase their
knowledge and enable them to implement health pro-
motion aimed at reducing alcohol use in pregnancy and
its effects on the fetus and child. Health professionals
will also be better informed about the effects of alcohol
use in pregnancy and diagnosing and managing children
with Fetal Alcohol Syndrome and individuals who have
been affected by exposure to alcohol in pregnancy.
4. The information developed in this research will
benefit communities and individuals in communities by
providing an accessible resource and links that are not
currently available to a 24-hour information and clinical
advisory service and a register of specialists who can be
contacted about the effects of alcohol in pregnancy.
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5. The results of the research will benefit Australian
policy makers by providing them with the evidence with
which to review policies and guidelines about alcohol
use in pregnancy and its effects.
6. Health professionals will be better prepared to
advise women about the affects of alcohol use in preg-
nancy on the fetus and child and this will benefit
women by enabling them to make informed choices
about alcohol use in pregnancy.
7. Fewer children will be born affected by alcohol
exposure during pregnancy, and who along with their
families and the community, will be spared the lifelong
consequences of this exposure.
Ethics
1. The investigators involved in this research are com-
mitted to consultation and communication, the impor-
tance of cultural sensitivity, and respect and recognition
of deeply held values of Aboriginal and Torres Strait
Islander peoples. The investigators have seriously con-
sidered the six values (spirit and integrity, reciprocity,
respect, equality, responsibility, and survival and protec-
tion) in Aboriginal and Torres Strait Islander health
research that guide investigators in the conception,
design, and conduct of research involving Aboriginal
and Torres Strait Islander peoples.
2. Ethical approval for this study has been requested
from the WA Aboriginal Health Information Ethics
Committee and the Princess Margaret Hospital Ethics
Committee. WA Community Controlled Health Organi-
sations throughout WA will be consulted. Participants
in focus groups and in-depth interviews will give
informed consent and return of the questionnaire will
indicate consent for participants in the survey of health
professionals.
3. Information given by participants of focus groups,
in-depth interviews and the survey of health profes-
sionals will not be named and individuals will not be
identified. Individual participants will not be identified
in any publications or reports arising from the project.
4. All data will be maintained in strict confidence,
securely locked in metal cabinets when not in use.
Investigators computers will be password and firewall
protected.
Dissemination of results
The dissemination of research findings and outcomes is
a major priority of this project. Publications in peer
reviewed journals and newsletters will disseminate the
findings to health professionals, along with presentations
at conferences, both nationally and locally. The results
will be distributed to government and non-government
health professional bodies to inform health policy and
practice.
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